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PESTICIDE 
PRODUCING 
ESTABLISHMENT AND 
MARKETPLACE 
INSPECTIONS 

STATUTORY AUTHORITIES 

Within the context of the following definitions and statutory 
authorities, EPA has broad and explicit authority to inspect and 
enforce the provisions of the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA) that regulate pesticides and devices and 
those establishments that produce, distribute and/or sell pesticides 
and devices. These inspection authorities cover the entire channels 
of trade, from the product’s release for shipment, through the 
marketplace, to the end users of pesticides. 

Important Definitions 
“Establishment” - any place where a pesticide or device or active 
ingredient used in producing a pesticide is produced, or held, for 
distribution or sale. 

“Produce” - to manufacture, prepare, propagate, compound, or 
process any pesticide, any active ingredient or device, or to package, 
repackage, label, relabel, or otherwise change the container of any 
pesticide or device used in producing a pesticide. 

“Distribute or sell” - the acts of distributing, selling, offering for 
sale, holding for sale, distribution, shipping, holding for shipment, 
delivering for shipment, or receiving and (having so received) 
delivering or offering to deliver, or releasing for shipment to any 
person in any State. 
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The term “pesticide” is defined at section 2(u) of FIFRA, 7 U.S.C. 
section 136(u), to mean: (1) any substance or mixture of substances 
intended for preventing, destroying, repelling, or mitigating any 
pest, (2) any substance or mixture of substances intended for use as 
a plant regulator, defoliant, or desiccant, and (3) any nitrogen 
stabilizer. Excluded from the definition of “pesticide” is any article 
that is a “new animal drug”within the meaning of section 201(w) of 
the Federal Food, Drug and Cosmetic Act (FFDCA). 

Section 9(a) of FIFRA, 7 U.S.C. 136g(a), provides the primary 
authority for the inspection of establishments. This statutory 
authority authorizes an inspector to enter, at reasonable times, any 
establishment or other place where pesticides or devices are held 
for distribution or sale, for the purpose of inspecting and obtaining 
samples of any pesticides or devices packaged, labeled, and released 
for shipment, and samples of any containers or labeling for such 
pesticides or devices. In addition, authority has been granted to 
enter, at reasonable times, any place where there is being held any 
pesticide, the registration of which has been suspended or canceled 
for the purpose of determining compliance with section 19 of the 
Act. Section 12(a)(2)(B) of FIFRA, 7 U.S.C. 136j(a)(2)(B), makes it 
unlawful for any person to refuse to allow any entry, inspection, or 
sampling authorized by FIFRA. 

Section 8(a) of FIFRA, 7 U.S.C. section 136f(a), recites the 
Administrator’s authority to prescribe regulations requiring 
producers, registrants, and applicants for registration to maintain 
records with respect to their operations and the pesticides and 
devices produced, and requires these persons to make these records 
available for inspection and copying. 

Section 8(b), 7 U.S.C. 135f(b), requires producers, registrants, 
applicants for registration, distributors, carriers, dealers, or any 
other person who distributes or sells any pesticide or device subject 
to FIFRA, upon request, to make available for inspection and 
copying all records showing the delivery, movement, or holding of 
pesticides or devices, including the quantity, the date of shipment 
and receipt, and the name of the consignor and consignee. 

Section 12(a)(2)(B) of FIFRA, 7 U.S.C. section 136j(a)(2)(B), makes 
it unlawful for any person to refuse to prepare, maintain, or submit 
any records and reports required by or under section 5, 6, 7, 8, 11, 
or 19, and to refuse to allow any entry, inspection, or copying of 
records authorized by FIFRA. 

INSPECTION POLICIES 

Marketplace Inspections serve as a valuable inspection activity to 
ensure compliance. The marketplace is a good location to check 
current registered products, potential unregistered products and 
cancelled and suspended products. 

Establishment Inspections will either be conducted “for cause”, i.e., 
as a result of a complaint received by EPA or the State concerning 

Chapter Seven  • Pesticide Producing Establishment and Marketplace Inspections  • 7-2 



FIFRA Inspection Manual, July 2002 

a potential violation, or be conducted under a “neutral 
administrative inspection scheme.” A neutral administrative 
inspection scheme must be designed and utilized in a manner 
consistent with the Supreme Court holding in Marshall v. Barlow. In 
the Barlow case, the Court held that an inspection where no 
violation is suspected be based on “reasonable legislative or 
administrative standards” that satisfy the requirement for neutrality 
in selecting establishments for inspection by using a non-arbitrary 
method of targeting. A neutral administrative inspection scheme 
allows for a non-arbitrary method of identifying inspection targets 
and the neutral selection of establishments for inspection. 

Establishment inspections under FIFRA can be conducted in two 
ways: (1) with consent or (2) with a warrant when consent is (has 
been) denied. The Agency expects that consensual inspections will 
be the norm, and only in exceptional cases will an inspector, 
working with his/her supervisor, an attorney from the Office of 
Regional Counsel, and an Assistant United States Attorney, obtain 
a warrant from a United States Magistrate to conduct an inspection. 
Establishment inspections under State authority can be conducted 
by using State authority, State credentials, and State form(s), and 
must follow State inspectional protocol. 

Unless it is to the advantage of EPA, for purposes of inspecting, 
reviewing, and possibly copying large volumes or extremely 
technical records required under the Act, targeted establishments 
are generally not notified of a pending inspection under FIFRA. It 
is Agency policy that inspections conducted under FIFRA are 
unannounced inspections. Unannounced inspections are defined as 
those inspections conducted with no prior contact with the 
establishment, company or any individual of these places prior to 
the arrival of the inspector at the establishment location. 

An inspector is expected to take notes in a field notebook and 
utilize this in the preparation of a written establishment inspection 
report. The field notebook is the basis for all inspection 
documentation and must contain accurate and comprehensive 
documentation of all inspection activities. The language written in 
the field notebook must be objective, factual, and free of personal 
feelings and conclusions of law. All observed conditions that may 
lead an inspector to think there may be a violation must be 
meticulously documented in the field notebook. (Note: field 
notes/notebooks are the property of EPA or the State and 
ultimately become part of the official inspection file with all 
appropriate documentation and exhibits as attachments). It should 
be noted that it may be necessary to have separate field notebooks 
for each inspection or clearly identify each inspection separately in 
the field notebook; so copies of notes can be included into each 
inspection file. 

It also is Agency policy that an establishment inspection report be 
written for each inspection conducted. The establishment 
inspection report is a written report that objectively and factually 
captures the proceedings of the inspection; including the statutory 
requirements for presenting credentials, issuing a Notice of 
Inspection, properly collecting samples and issuing a Receipt for 
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Samples. The establishment inspection report should 
document/identify the elements of proof and evidence collected by 
the inspection and include: (1) documentary evidence, 
(2) demonstrative evidence, (3) testimonial evidence, and (4)
physical evidence. This body of information will be utilized by an 
EPA case officer in the development of an enforcement action. 

EPA understands that the inspector is often called upon to provide 
compliance assistance to the regulated industry during and after 
establishment inspections. The inspector may observe egregious 
situations that should be immediately rectified. For other violative 
situations, the inspector may triage the situation and provide 
compliance assistance as appropriate. The inspector must be 
careful when suggesting, however, that a particular step be taken to 
solve a possible violative situation. If the suggestion is wrong, and 
if the facility is later found to be in noncompliance, then the ability 
to pursue an enforcement action can be jeopardized or the 
professional integrity of the inspector compromised. Options for 
addressing an existing problem can be handled by directing the 
owner, operator, or agent in charge of the establishment to an EPA 
Regional office or State lead agency manager. 

INSPECTION OBJECTIVES 

Two broad objectives of inspections are: 

<	 Deter and reduce noncompliance and achieve environmental 
and human health improvements by maintaining a strong, 
timely, and active enforcement presence. 

<	 Deter noncompliance by maintaining appropriate levels of 
compliance monitoring activity, particularly in priority 
areas. 

Objectives specific to the enforcement of FIFRA through 
establishment inspections include: 

<	 Identify those establishments at which a pesticide, device or 
active ingredient is being produced, or locations where 
pesticides are being re-packaged or re-labeled, to ensure 
industry compliance with the registration requirements of 
pesticide producing establishments. 

<	 Ensure industry compliance with product registration, 
formulation, packaging, and labeling requirements before 
and while the products are distributed into the channels of 
trade; and detecting and obtaining samples of any 
unregistered or misbranded pesticide being marketed at the 
dealer/retailer level. 

<	 Ensure that restricted-use pesticides are sold/distributed in 
accordance with the Act. 

<	 Determine whether the books and records required by the 
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Act and the implementing regulations (sales records, batch 
records, etc.) are being prepared, maintained and/or 
submitted to the Agency, so that EPA can: (1)  identify areas 
of potential future harm to man and the environment for 
purposes of possible suspension, cancellation, or 
enforcement action; (2) identify the responsible 
establishment in the event of a recall or stop sale order 
which may be issued to curtail any adverse effects to 
humans and the environment; (3) increase the completeness 
and effectiveness of EPA recalls of suspended or canceled 
pesticides; (4) identify and locate violative batches and 
shipments of pesticides; and (5) determine whether 
procedures for the disposal and storage of pesticides, 
pesticide containers, and pesticide-related wastes are being 
followed (on the label/labeling of the product). 

< Collect and develop evidence to support legal actions when 
violations of the Act are found at establishments that 
produce, distribute, and sell pesticides. 

INSPECTION PROCEDURES 

Establishment inspections, whether they are at a registrant, 
pesticide formulator, bulk re-packager, toll manufacturer, import 
broker, shipper, dealer, retailer, or distribution center must be 
organized and preferably unannounced. These inspections must be 
conducted in five phases: (1) inspection preparation; (2) entry and 
opening conference; (3) observations and evidence collection; (4) 
receipt for samples and closing conference; and (5) inspection 
reporting. 

Conducting all establishment inspections in this manner will ensure 
that the inspector fulfills the statutory requirements for conducting 
inspections authorized under sections 8 and 9 of FIFRA. 

Inspection Preparation 
The inspector should review the Regional Pesticide Production 
Information for the particular establishment that is to be inspected 
and be familiar with as much information about the establishment 
as possible, e.g., corporate officers, products produced, etc. 

Entry and Opening Conference 
Both sections 8 and 9 of FIFRA require that the inspector present 
to the owner, operator, or agent in charge of the establishment, 
appropriate credentials and a written statement as to the reason for 
the inspection, and a statement as to whether a violation of the law 
is suspected. If no violation is suspected, an alternate and sufficient 
reason must be given in writing. Each such inspection must be 
commenced and completed with reasonable promptness. Section 9 
of FIFRA also requires that an establishment inspection be 
conducted at reasonable times (i.e., during “normal” business hours 
for the type of establishment being inspected). 
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Upon arrival at the establishment, the inspector must: 

< Identify and introduce himself or herself to the owner, 
operator, or agent in charge of the establishment 
(responsible official of the facility), in a professional manner. 

< Present his/her credentials1 . Note: Do not relinquish 
possession of credentials and do not allow copies to be 
made. See Appendix F (Inspector Credentials) for more 
information. 

< Request to discuss the purpose of the inspection with the 
owner, operator, or agent in charge of the establishment and 
any other responsible official(s) of the facility. 

< Issue the owner, operator, or agent in charge a completed 
Notice of Inspection (EPA Form 3540-2) (Exhibit 7-1), stating 
the reason for the inspection, listing any suspected 
violations, and signed by the inspector. 

The entry procedures presented are critical to ensuring that an 
inspection is conducted legally, with the informed consent of the 
responsible official of the establishment, and that any evidence 
gathered can be used in a consequent enforcement proceeding. 

During the opening conference, the inspector must begin obtaining 
the necessary relevant information on the establishment to 
complete the narrative portion of the establishment inspection 
report. This information includes, but is not limited to, the 
following: 

<	 EPA Establishment Number, if the site is (or was) a pesticide 
producing site, or the EPA Company Number if the site is a 
registrant who contracts out for the manufacture of its 
registered pesticide products yet is the sole source entry into 
the domestic channels of trade. 

<	 The proper business name, site address, mailing address and 
telephone number(s) of the establishment. 

<	 The names and titles of the principal officers, partners, or 
owners of the establishment. 

<	 The persons attending the opening conference (complete 
names, titles, telephone numbers of the  responsible officials 
of the establishment). 

<	 The proper business name(s) site address(es), mailing 
address(es) and telephone number(s) of all related firms. 

<	 The number of pesticides produced, sold, or distributed by 
the establishment (including the brand names and EPA Reg. 

1The inspector must never relinquish his/her credentials to anyone at the establishment or allow his/her 
credentials to be photocopied. The inspector credentials must remain in the control and custody of the 
inspector at all times. 
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No. of the pesticides)2, the number of pesticides produced, 
and/or the number of pesticides distributed and/or sold by 
the establishment. 

<	 Supplemental registration agreements, contract 
manufacturing agreements, bulk repackaging 
authorizations, toll repackaging agreements with other 
businesses regulated under FIFRA. 

<	 Guarantees provided by the establishment or to the 
establishment, pursuant to section 12(b)(1) of FIFRA. 

<	 Manufacturing/batch codes or lot number if present. 

<	 Listing of pesticide imports and contracted import brokers. 

<	 Listing of pesticide exports and foreign purchasers. 

<	 Listing of consignees who have received pesticides which 
are not available for sampling at the establishment. 

Observations and Evidence Collection 
If the owner, operator, or agent in charge denies the inspector 
access to pesticides that are packaged, labeled and deemed to have 
been released into the channels of trade, or denies the inspector 
access to records subject to FIFRA, or prohibits the collection of 
official samples, the inspector must explain the authority to 
conduct inspections under section 8 and 9 of FIFRA and that not 
permitting the inspection would constitute a violation of section 
12(a)(2)(B)(iii). The inspector must not indicate that this denial will 
result in a subsequent inspection under a warrant, or an 
enforcement action, or in any other way threaten the owner, 
operator or agent in charge of the establishment. If consent to 
conduct and complete the inspection is still denied, the inspector 
must leave the establishment and immediately call and inform 
his/her supervisor of the denial of entry. A warrant may then be 
secured in order to continue the inspection (see Chapter 15, 
Warrants). 

Scope of the Establishment Inspection 
The scope of the inspection will depend on the type of activities in 
which the establishment is engaged. For example, the scope of an 
inspection at a pesticide producing establishment will be broader 
than an inspection at a retail lawn and garden establishment. The 
scope of an inspection at a restricted use pesticide dealer 
establishment will be broader than an inspection at an import 
broker. The scope of an inspection at an agricultural chemical 
establishment could be very complicated because the establishment 
may be engaged in toll (contract) repackaging, bulk repackaging, 

2Though the Agency has a database on registrants and the pesticide registrations assigned to them,  the 
establishment may believe that they have “additional” pesticide products registered with EPA, when in 
actuality some registrations have been suspended or canceled.  The inspector is in the best position to 
determine what the establishment/registrant understands as to the scope of currently active registered 
pesticide products (including supplemental registrations) and be able to provide this information to EPA 
for confirmation purposes or follow-up investigations. 
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retail sale of restricted use pesticides, retail sale of general use 
pesticides, custom blending, or commercial application. It is the 
inspector’s obligation to be thoroughly familiar with the regulatory 
requirements that pertain to pesticide producing establishments 
versus marketplace establishments and plan and conduct a 
sufficiently complete inspection to determine compliance or non
compliance with the statutory and regulatory requirements of 
FIFRA. Custom blending, however, is not required to be 
performed in a registered pesticide establishment; and custom 
blended production should not be reported as pesticide production 
under section 7 and 40 CFR Part 167. 

Exhibits 7-2 and 7-3 may serve as guides (tools) for planning the 
scope of, and completing an establishment inspection. See 
Appendix B for information on proper interviewing techniques. 

Official Sampling 
Prior to sampling: 

<	 Determine if the owner or operator in charge wants 
duplicate samples. 

<	 Make a stock survey of all the products released for 
shipment. 

<	 Conduct label reviews as described below. 

<	 Collect official samples only from pesticides that are 
packaged, labeled, and released for shipment. 

Section 9 of FIFRA requires the inspector to offer the 
establishment representative duplicate samples of physical samples 
collected during the inspection. Prepare duplicate samples for the 
establishment in the same manner as official samples (see Chapter 
13). Restore the pesticide stocks to an orderly condition after 
inspection and sampling. A Receipt for Sample (EPA Form 3540
3) (Exhibit 7-4) must be issued for all samples collected, and this 
document must be signed by both the inspector and the owner, 
operator, or agent in charge of the establishment. The Receipt for 
Sample should contain, among other information, the sample 
number for each separate sample and the batch code or the lot 
number of each container, product, etc. 

The Agency assumes the right to take photographs of any pesticide 
or device being inspected that is labeled and released for shipment 
in lieu of obtaining samples of such labeling or container. If 
management objects to the use of cameras in their establishment, 
the inspector shall request that the material to be photographed be 
moved to a nonsensitive area of the establishment (such as the 
loading dock). 

Inspecting Books and Records 
It is expected that the books and records required to be prepared, 
maintained or submitted by establishments subject to the 
requirements of sections 7, 8, and 9 of FIFRA will be inspected. 
The books and records inspection must be an integral part of every 
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establishment inspection program. It should be noted that some 
information to be obtained during these inspections may be 
claimed as FIFRA confidential business information (CBI). If the 
establishment inspection is conducted by a State inspector under 
federal authority and using federal credentials, the inspector is not 
permitted to view/obtain/copy, etc. any information which the 
establishment declares to be CBI. The inspector shall provide the 
company official with the name and address of the EPA Regional 
FIFRA Document Control Officer (DCO), and request the owner, 
agent, or person in charge to send the information/documents 
directly to the EPA Regional FIFRA DCO. The inspector should 
provide the responsible company official with a listing of all 
requested documents/information to be sent to the EPA Regional 
office. State inspectors cannot view CBI using federal 
credentials. However, if the inspection is conducted under State 
statute and using State credentials and State forms, the inspector 
may be authorized to view CBI. 

Records, therefore, must always be examined whenever a producer 
establishment inspection is conducted. The scope of a records 
inspection will vary according to circumstances.  For the most part, 
it may be confined to determining whether the required records are 
being prepared and maintained in an up-to-date manner and for the 
time periods required by the regulations. In-depth inspections of 
certain records must be undertaken when the inspector has a 
reasonable suspicion that there has been a violation, or when the 
inspector has evidence of a violation and is trying to determine the 
magnitude of the violation. The copying and collection of records 
must always occur when collecting evidence to support the charge 
of distribution or sale of an unregistered pesticide, an adulterated 
pesticide and/or a misbranded pesticide. 

Records must always be examined during establishment inspections 
when the establishment is the primary distributor of a pesticide into 
the channels of trade. Similarly, records must always be inspected, 
copied and collected whenever the inspector has a reasonable 
suspicion that there has been a violation of FIFRA (e.g., the 
distribution of a misbranded pesticide). 

Conducting Label Reviews 
When examining pesticide products that are packaged, labeled, and 
released for shipment, or pesticide containers and labels / labeling, 
a preliminary label review must be conducted to assure that the 
following information is provided: 

<	 The name, brand, or trademark under which the product is 
sold. 

<	 The name and address of the producer, registrant, 
supplemental registrant, distributor, or person for whom the 
pesticide is produced. 

<	 The net contents. 

<	 The EPA registration number. 

<	 The EPA producing establishment registration number. 
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Copies of the “EPA
accepted” label can be

obtained from the Pesticide 
Product Labeling System

(PPLS) at:
www.epa.gov/pesticides/

pestlables. 

<	 An ingredient statement. 

<	 A signal word and other warning and/or precautionary 
statements. 

<	 The directions for use. 

<	 If the use classification is “Restricted Use Pesticide”, this 
statement must appear on the front panel of the pesticide 
product. 

<	 Any suspected false or misleading statements as described in 
40 CFR 165.10(a)(5). 

If the pesticide product is for agricultural use, the label must have 
the following required WPS statements: 

<	 Application restrictions. 

<	 40 CFR Part 170 reference statement. 

<	 Product-type identification statements. 

<	 State restrictions. 

<	 Warning statements using an alternate language commonly 
spoken and read by workers. 

<	 Restricted-entry statements. 

<	 Notification-to-workers statement. 

<	 Personal protective equipment statements. 

The prominence and legibility of pesticide product labels must be 
ascertained. All words, statements, graphic representations, designs 
or other information required on the label and labeling must be 
clearly legible to a person with normal vision, and must be placed 
with such conspicuousness (as compared with other words, 
statements, designs, or graphic matter on the label) and expressed 
in such terms as to render it likely to be read and understood by the 
ordinary individual under customary conditions of purchase and 
use. 

A comprehensive label review, comparing word-for-word the label 
and labeling of the pesticide product in the channels of trade, with 
the EPA stamped accepted label, can be performed after the 
completion of the establishment inspection. This detailed 
comparison of the actual product label with the EPA stamped 
accepted label can be done by the inspector, or preferably by an 
EPA case officer who has been assigned to review the inspector’s 
establishment inspection file for potential enforcement actions. 

Receipt for Samples and Closing Conference 
After completing all necessary observations and collecting sufficient 
evidence to support compliance or non-compliance, the inspector 
will hold a closing conference with establishment representatives. 
It is not required that a specific individual (e.g., owner, operator, or 
person in charge) attend the closing conference, but this 
individual’s attendance is beneficial. The individuals from the 
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establishment who should participate are those employees 
responsible for specific areas covered during the inspection. If 
possible, the closing conference should be held in a conference 
room or other appropriate setting to avoid distraction. 

Section 9 of FIFRA requires that if an inspector obtains any 
samples, prior to leaving the premises, the inspector shall provide a 
receipt describing the samples obtained to the owner, operator, or 
agent in charge by the EPA Regional office. During the closing 
conference, the inspector should carefully complete the Receipt for 
Samples (EPA Form 3540-3), clearly identifying each physical 
sample collected by: 

<	 Quantity of pesticide collected from a total quantity of 
product in inventory. 

<	 Brand name. 

<	 EPA registration number. 

<	 EPA establishment registration number. 

<	 Active ingredient. 

<	 Net content. 

<	 Batch codes or lot number(s). 

<	 Name of registrant, producer, supplemental registrant, 
distributor, or person for whom the pesticide is produced. 

The inspector must also explain to the establishment representative 
that upon completion of the analysis by the laboratory, the 
Regional office will forward a copy of the report of analysis to the 
establishment for their records. 

The Receipt for Sample must be filled-out in its entirety, and signed 
by both an establishment representative and the inspector. The 
“top copy” or original copy of the Receipt for Sample must be left 
with the owner, operator, or agent in charge of the establishment. 

For copies of documentary evidence (e.g., bin labels, copies of 
production records, records of receipt, or shipping records), 
statements from representatives of the establishment must be 
collected during the closing conference. Statements must 
“authenticate” the documentary evidence as factual information 
reflective of the production, distribution, sale, use or disposal of 
pesticide products that are packaged, labeled, and deemed released 
into the channels of trade. 

The inspector should utilize the time during the closing conference 
to clarify any outstanding issues found during the inspection. 
Issues noted in the field notebook during the inspection need to be 
addressed before the inspector leaves the establishment. In 
addition, additional documentation that was not readily available 
during the inspection may need to be collected by establishment 
representatives and copies forwarded to the inspector. These types 
of issues need to be resolved at this time. 
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During the closing conference, the inspector must be prepared to 
answer any questions and address any concerns that the owner, 
operator, or agent in charge of the establishment may have. The 
inspector must be careful to answer only those questions that are 
within his/her expertise and direct the establishment 
representative(s) to appropriate EPA Regional personnel on those 
issues that cannot be readily addressed. 

The inspector should summarize the inspection findings during the 
closing conference. It is imperative that conclusive or accusatory 
language is not used. Any presentation of findings must be 
qualified as preliminary (unless an egregious situation is occurring 
that should be corrected immediately) and stated in a concise and 
factual manner. The inspector can bring to the attention of the 
owner, operator, or agent in charge which violations have been 
found without making judgmental statements regarding the degree 
of seriousness of any violations noted, and the resulting level of 
enforcement action that may result. 

PREPARING THE INSPECTION REPORT 

Establishment Inspection Report 
A narrative report or Establishment Inspection Report (EIR) must 
be completed for each establishment inspected. The purpose of 
the narrative report is to capture sufficient information to 
accurately portray what is taking place at the establishment with 
regard to pesticide production, distribution, and/or sale. The 
format of the report may vary, but the content must include, at a 
minimum, the information listed in the outline presented for a 
model inspection report (Exhibit 20-1). 

PESTICIDE-PRODUCING ESTABLISHMENTS 

Authority 
Section 7 of FIFRA requires any establishment that produces any 
pesticide or active ingredient used in producing a pesticide or any 
device to be registered. The regulations promulgated November 6, 
1973, and amended September 8, 1988, are found in 40 CFR Part 
167. 

Domestic Establishments 
An Application for Registration of Pesticide-Producing 
Establishments (Form 3540-8; Exhibit 7-6) may be obtained from 
the EPA Regional offices. (Instructions for completing Form 
3540-8 can be found in Exhibit 7-7). The completed application 
should be mailed to the EPA Regional office having jurisdiction 
over the State in which the company headquarters are located. 
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Foreign Establishments 
The completed application for establishments in a foreign country 
must be mailed to: OECA - Office of Compliance, Agriculture 
Division (2225A), U. S. Environmental Protection Agency, 1200 
Pennsylvania Avenue, NW; Washington, DC 20460. 

ESTABLISHMENT REGISTRATION NUMBERS 

Placement on Label or Containers 
The establishment number (Est. No.) is a facility identifier 
comprised of a company number, a two or three letter State or 
country code, and a number indicating the order of the 
establishment registered in a given State or country. For example: 
Est. No. 80156-NY-002 would indicate the second establishment 
registered for company number 80156 which is located in the State 
of New York. 

Example: EPA Est.123-KY-3 

The establishment number must appear on the product label, or on 
the immediate container of the product. If the EPA Establishment 
number cannot be seen or clearly read through the wrapping or 
packaging of the pesticide container, it must also appear on the 
outside container or wrapper of the product (40 CFR 156.10 (f)). 
Since the reviewer may never see the actual outside container of the 
product, the establishment number may not be shown on the draft 
product label submitted for review by the company. 

The EPA establishment number (EPA Est. No.) is often grouped 
together with the EPA Registration Number (EPA Reg. No.), but 
such placement is not required. Devices must be produced in 
registered pesticide producing establishments, and they must have 
an EPA Est. No. on the device or the device’s label; however, they 
do not require an EPA Registration Number. 

Producers may seek approval from OECA - Office of Compliance, 
Agricultural Division, (2225A), EPA, Washington, D.C., 20460, for 
various techniques or formats for displaying the establishment 
registration number. 

The following are examples of approved formats that may be 
adapted for use by pesticide producers. 

For example, a company (registrant number 123) that has three 
registered establishments, two in Indiana (IN) and one in 
Massachusetts (MA), may print all three establishment numbers on 
the label. 

EPA Est. No. 123-IN-1 

123-IN-2 

123-MA-1 
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or


EPA Est. No. 123-IN-1, -2, -MA-1


Those products produced at a given establishment can be identified

by a saw-cut, notch, arrow, or other similar indicator.


A producer may add its own code number to identify the actual

production site. A statement following the numbers tells the

inspector where to look on the container for the actual producing

establishment. For example,


“EPA Est. No. 123-IN-1 (a), 123-IN-2 (b), 123-MA-1 (c)


See last letter on bottom of can for actual establishment.”


PESTICIDE PRODUCTION REPORTS 

Who Must Report 
Each registered establishment must submit an annual Pesticides 
Report for Pesticide-Producing and Device Producing 
Establishments (Form 3540-16, Exhibit 7-8). EPA defines 
“production”as the manufacture, preparation, compound 
formulation, propagation, or processing of a pesticide for sale or 
distribution in the United States or for export. This includes 
packaging, repackaging, labeling, re-labeling, or otherwise changing 
the container of any pesticide or device. 

<	 Establishments that produce pesticides for sale or 
distribution and are engaged in other activities such as 
distribution and sale of other products or custom blending 
must register their establishments and report production of 
only the pesticides they produce.  The custom blended 
products are not required to be reported. Distributors and 
sellers are not required to report if they are not also 
producers. 

<	 Custom blenders that meet all conditions of the Custom 
Blend Policy and engage in no other pesticide production 
activity are not required to register their establishment or 
submit a pesticide production report. 

The pesticide report may be completed at the company 
headquarters. A pesticide report, however, must be completed for 
each registered establishment. 

When to Report 
Pesticide reports from all registered establishments must be 
submitted annually, on or before March 1, even if the producer has 
produced no pesticide product for that year. New registered 
establishments must submit an initial pesticide report no later than 
thirty (30) days after notification of their establishment registration, 
and annually thereafter on or before March 1. 
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Confidentiality 
Section 7(d) of FIFRA states that any information reported on the 
amounts of pesticides or devices produced, sold, and/or distributed 
will be maintained as FIFRA Confidential Business Information 
(CBI). Any request for information that is included in the Pesticide 
Report must be referred to the Regional Document Control Office 
(DCO) for FIFRA confidential business information. 

The EPA Associate General Counsel has ruled that no State(or its 
employees or representatives) will have access to any information 
obtained by EPA pursuant to section 7(c) and 7(d) of FIFRA. 

Child Resistant Packaging Requirements and 
Recordkeeping Requirements 
The inspector must be familiar with 40 CFR Part 157. The 
following is a brief summary of the requirements for child resistant 
packaging (CRP) of pesticides and devices: 

<	 The requirements for CRP containers are found at 40 CFR 
157.22. The requirements specify in part that CRP is required 
for all pesticide products and devices if: 

•	 Based on testing with an appropriate test species, the 
product meets certain toxicity criteria described in the 
regulation. 

•	 The product’s labeling either directly recommends 
residential use or reasonably can be interpreted to 
permit residential use. 

<	 There are, however, certain exemptions to these 
requirements found at 40 CFR 157.24, which states in part 
that pesticides are exempt from CRP requirements if: 

•	 The product is classified for restricted use. 

•	 The product is packaged in large sizes. 

The following summarizes the records that registrants are required 
to maintain for child-resistant packaging in accordance with 40 
CFR 157.36 of the regulations. 

<	 Description of the package to include: 

•	 The container and its dimensions and composition. 

•	 The closure or child-resistant mechanism including the 
name of its manufacturer and the manufacturer’s 
designation of the closure. 

<	 Copy of the certification statement required by 40 CFR 
157.34. 

<	 One of the following types of records verifying that each 
package for the product is child resistant: 

Chapter Seven  • Pesticide Producing Establishment and Marketplace Inspections  • 7-15 



FIFRA Inspection Manual, July 2002 

•	 Test data on the package are based on the Consumer 
Product Safety Commission protocol contained in 16 CFR 
1700.20. 

•	 Test data not conforming to the protocol in 16 CFR 
1700.20, or a set of the measurements on the package, 
together with an explanation as to why the data 
demonstrate that the package is child resistant. 

•	 Test data, whether or not confirming to the protocol in 16 
CFR 1700.20, on a different package, together with an 
explanation as to why such data demonstrate that the 
package being used is child resistant. 

•	 Written evidence that verifies that testing on the package 
has been conducted according the protocol in 16 CFR 
1700.20. Written evidence may be one of the following: a 
letter or literature from the packaging supplier; letter from 
the facility that conducted the testing; or specification in 
the contract between the registrant or the applicant and the 
packaging supplier. 

<	 When the container and closure are purchased separately by 
the registrant: 

•	 Information of the kinds described in 40 CFR 
157.36(c)(1) through (4) showing that the closure is 
child resistant. 

•	 A written explanation of why the container is child 
resistant. 

<	 Information showing that the closure and container are 
compatible with each other, and a written explanation of 
why the resulting package is child resistant. 

<	 A combination of the records listed in 40 CFR 157.36(c)(l) 
through (5). 

<	 Records verifying that the package meets the compatibility 
and durability standards of 40 CFR 157.32(b) and (c). 

If the products or devices are not packaged in CRP, the inspector 
must inquire why the establishment claims that the products or 
devices are exempt from the CRP requirements. 

MARKETPLACE INSPECTIONS 

FIFRA marketplace inspections should be conducted for the 
following reasons: 

<	 To ensure industry compliance with product registration, 
formulation, packaging, and labeling requirements and that 
products are correctly distributed to the channels of the 
trade. 
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<	 To collect and develop evidence to support legal actions 
when violations are found. 

<	 To determine whether procedures for the disposal and 
storage of pesticides, pesticide containers, and pesticide-
related wastes are being followed. 

Objectives 
Marketplace inspections are to be conducted with the following 
objectives in mind: 

<	 To detect and obtain samples of any unregistered or 
misbranded pesticides being marketed. 

<	 To determine whether restricted-use pesticides are being 
sold in accordance with the Act. 

<	 To review advertising material, accompanying literature, 
and other labeling material to determine whether any false 
or misleading claims are being made for the product. 

<	 To obtain samples of those products that were unavailable 
for sampling at the producer’s establishment. 

<	 To follow-up on recalls, stop sales, suspensions and 
cancellations. 

<	 To obtain samples of products subject to deterioration. 

<	 To determine whether supplementary sections 18 and 24(c) 
labeling has been provided by registrant/producer. 

Inspector’s Obligations and Procedures 
The inspector should seek the most responsible individual available 
at the inspection site and present his/her credentials to that person. 
The owner, operator, or agent in charge should then be issued a 
Notice of Inspection (EPA Form 3540-2), stating the reason for 
the inspection and any suspected violations. The inspector should 
explain the purpose of the inspection and the statutory authority 
for such an inspection. 

Once entry has been gained, the inspector should survey the 
pesticides being offered for sale as follows: 

<	 Review the labels and/or labeling. 

<	 Inquire whether firm has supplemental sections 18 and 24(c) 
labels and whether they are provided to those consignees 
receiving the products. Obtain copies for review upon 
return to your office. 

<	 If a violation is discovered, collect a sample. 

<	 If the label violation is serious enough that it may create a 
hazard, the Regional supervisor should be called 
immediately to discuss the advisability of placing a Stop 
Sale, Use or Removal Order on the misbranded product. 
(See Chapter 10 for instructions on issuing Stop Sale, Use or 
Removal Orders). 
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<	 If a cancelled or suspended product is encountered, this fact 
should be brought to the attention of the inspector’s 
supervisor, who will determine the appropriate course of 
action. 

<	 Voluntary corrective actions should be noted in the 
Inspection Report. 

When to Conduct Marketplace Inspections 
In general, marketplace surveillance should be scheduled by 
seasonal demands. For example, during the growing season, feed, 
seed, and fertilizer outlets are good sources of agricultural pesticide 
products. Spring and summer are the best times for swimming 
pool concerns. During the winter months, urban outlets could be 
surveyed for household pesticide products. Marketplace 
inspections should be coordinated with other inspectional activities. 

Places to Inspect 
An inspector must always remain alert to the distribution pattern of 
pesticides in his/her area. These pesticide distributors, both 
wholesale and retail, should be kept under surveillance to be sure 
that only registered and properly labeled pesticides are being sold. 
The following lists some suggested distribution points for 
inspecting pesticides: 

< Animal health and veterinarian suppliers 

< Hardware stores 

< Barber and beauty supply dealers 

< Chemical suppliers 

< Dairy equipment supply dealers 

< Medical and dental suppliers 

< Feed, seed and fertilizer dealers 

< Hotel and restaurant suppliers 

< Janitorial supply dealers 

< Paint dealers 

< Pest control operations 

< Swimming pool, spa and waterbed dealers 

< Retail and wholesale grocers 

< Lawn and garden supply dealers 

< Retail outlets (e.g., Wal-Mart, K-Mart, etc.) 

Additional leads to new sources of non-registered pesticides 
include the following: 

<	 Dealers (question dealer regarding others in the same 
business). 
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< Local newspaper advertisements. 

< Trade journals. 

< Yellow Pages telephone directories. 

< Information from State officials. 

< E-Commerce (sale on internet). 

Marketplace Inspections 
Potential Inspection Sites* 
< Animal health and veterinarian suppliers 

< Barber and beauty supply dealers 

< Dairy equipment and supply dealers 

< Feed, seed, and fertilizer dealers 

< Janitorial supply dealers 

< Pest control operators 

< Wholesale grocers 

< Chemical suppliers 

< Chicken hatcheries 

< Medical and dental suppliers 

< Hotel and restaurant suppliers 

< Paint dealers 

< Pool, spa, and waterbed dealers 

< Lawn and garden supply dealers 

*Not an inclusive list. 

Entry 
Present credentials and issue a Notice of Inspection to the most 
responsible person present at the time of the inspection. If a 
violation is suspected or if the inspection is not routine, the reason 
for inspection and the suspected violation must be noted in writing 
on the Notice of Inspection. 

Persons Interviewed 
< Name, address, and telephone number of facility. 

< Name, title, and telephone number of person(s) interviewed. 

Description of Activity 
Brief description of facility or individual activities, i.e. janitorial 
supply dealer, pest control company, wholesale grocer, etc. 

Label/Labeling Review 
A thorough label review of pesticides being offered for sale or 
distribution should be conducted to verify compliance with the 
registration requirements and to identify instances of suspected 
misbranding. Also document collateral labeling and literature such 
as shelf liners, advertising material, flyers, etc. 
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Note: Antimicrobials, treated articles, pet products, swimming pool 
and pond products, paints, etc. are excellent products for review in 
addition to typical farm, home, and garden pesticides. 

Pesticide Product Review 
< Note any products requiring child resistant packaging 

< Note any canceled/suspended pesticides 

< Observe products for leaking containers 

< Note security/safety of restricted use pesticides in storage 

Shipping Records 
Suspected violations should be documented by collecting shipping 
records to document the suspected violative product’s movement 
in the channels of trade. Recognizing that shipping records are 
sometimes difficult to obtain in the marketplace, make every effort 
to document at least five separate shipments/sales or collect 
records documenting five separate days of shipments or sales, 
whichever reveals the greater number. Inspectors are encouraged 
to obtain computer-generated records. If records are unavailable, 
document this fact in a statement signed by the agent-in-charge 
with an explanation of where the records are and how they can be 
obtained. 

Bulk Repackager Inspections 
With the growing trend for pesticides to be shipped and held in 
bulk quantities (more than 55 gallons liquid or 100 pounds solid), 
uniform inspection procedures are needed for facilities that handle 
bulk pesticides. Most bulk establishments handle agricultural 
herbicides; however, other industries use bulk quantities of 
chemicals such as sodium hypochlorite and quaternary ammonium 
disinfectants. In some cases (certain herbicides) a bulk amount 
could be a very small quantity. 

Objectives 
The primary objectives of bulk repackaging inspections are to (1) 
ensure industry awareness of its obligations for packaging, labeling 
and recordkeeping, (2) document violations, and (3) verify 
compliance with annual production reporting requirements of 
section 7 of FIFRA. 

Bulk Facilities Inspections 
If the facility receives bulk quantities of pesticides intended to be 
dispensed into a customer’s spray tank for subsequent use, the 
inspection should proceed as a marketplace inspection. If the 
facility receives pesticides in bulk quantities (under contract to the 
basic registrant) and subsequently repackages the product (without 
alteration) into other labeled tanks for the purpose of distribution, 
the inspection should proceed as a producer establishment 
inspection. 

Inspector’s Obligations and Procedures 
The inspector should seek the most responsible individual available 
at the inspection site and present his/her credentials to that person. 

Chapter Seven  • Pesticide Producing Establishment and Marketplace Inspections  • 7-20 



FIFRA Inspection Manual, July 2002 

The owner, operator, or agent in charge should then be issued a 
Notice of Inspection (EPA Form 3540-2), stating the reason for 
inspection and any suspected violations. The inspector should 
explain the purpose of the inspection and the statutory authority 
for such an inspection. 

Particular items to check at a bulk site include, but may not be 
limited to, the following: 

<	 Labels on all bulk tanks. 

<	 If the firm is repackaging, verify the maintenance of a 
manufacturing contract between the firm and the basic 
registrant. 

<	 Conduct a label review in accordance with Exhibit 7-10. 

<	 Sample, as appropriate, in accordance with established 
procedures in this chapter. 

<	 Review sales invoices to verify transfer is occurring in bulk 
quantities. 

<	 If the firm is a repackager, verify the status of the firm’s 
establishment registration. 

PREPARING THE INSPECTION REPORTS 

Establishment Inspection Report 
A narrative report (Establishment Inspection Report, EIR) should 
be completed for each producing establishment inspected. The 
purpose of the narrative report is to capture sufficient information 
to portray accurately what is taking place at the establishment with 
regard to pesticide production. The format of the report may vary, 
but the content should include at a minimum the information listed 
below: 

< EPA Establishment Number 

< The name, address, and telephone numbers of the firm 

< Names and titles of principal officers, partners, or owners 

< Related firms 

< Persons interviewed (name, title, phone number, and 
responsibility. 

< Guarantees and labeling agreements 

< Imports and Exports 

< Manufacturing/batch codes 

< Number of pesticides registered and number of pesticides 
produced. 

< Consignees for pesticides produced but not available for 
sampling. 
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Marketplace Inspection Report 
This report is acceptable for routine nonviolative inspections. 
Where for-cause inspections were conducted and/or suspected, 
and violative samples were collected, a brief narrative report in 
memorandum form should also be completed. 
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Exhibit 7-1: Notice of Inspection (EPA Form 3540-2) 
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Sec. 8. [136f] Books and Records. 

(b) Inspection. 

For the purposes of enforcing the provisions of this Act, any producer, distributor, carrier, dealer, or any other person who sells or 
offers for sale, delivers or offers for delivery any pesticide or device subject to this Act, shall, upon request of any officer or employee 
of the Environmental Protection Agency or of any State or political subdivision, duly designated by the Administrator, furnish or 
permit such person at all reasonable times to have access to, and to copy: 

(1) all records showing the delivery, movement, or holding of such pesticide or device, including the quantity, the date of 
shipment and receipt, and the name of the consignor and consignee; 

(2) in the event of the inability of any person to produce records containing such information, all other records and 
information relating to such delivery, movement, or holding of the pesticide or device. Any inspection with respect to any 
records and information referred to in this subsection shall not extend to financial data, sales data other than shipment data, 
pricing data, personnel data, and research data (other than data relating to registered pesticides or to a pesticide for which 
an application for registration has been filed). Before undertaking an inspection under this subsection, the officer or 
employee must present to the owner, operator, or agent in charge of the establishment or other place where pesticides or 
devices are held for distribution or sale, appropriate credentials and a written statement as to the reason for the inspection, 
including a statement as to whether a violation of the law is suspected. If no violation is suspected, an alternate and 
sufficient reason shall be given in writing. Each such inspection shall be commenced and completed with reasonable 
promptness. 

Sec. 9. [136g] Inspection of Establishments, Etc. 

(a) In General. 

(1) For purposes of enforcing the provisions of this Act, officers or employees of the Environmental Protection Agency or 
of any State duly designated by the Administrator are authorized to enter at reasonable times 

(A) any establishment or other place where pesticides or devices are held for distribution or sale for the purpose 
of inspecting and obtaining samples of any pesticides or devices, packaged, labeled, and released for shipment, 
and samples of any containers or labeling for such pesticides or devices; or 

(B) any place where there is being held any pesticide the registration of which has been suspended or canceled 
for the purpose of determining compliance with section 19. 

(2) Before undertaking such inspection, the officers or employees must present to the owner, operator, or agent in charge of 
the establishment or other place where pesticides or devices are held for distribution or sale, appropriate credentials and a 
written statement as to the reason for the inspection, including a statement as to whether a violation of the law is suspected. 
If no violation is suspected, an alternate and sufficient reason shall be given in writing. Each such inspection shall be 
commenced and completed with reasonable promptness. If the officer or employee obtains any samples, prior to leaving the 
premises, the officer or employee shall give to the owner, operator, or agent in charge a receipt describing the samples 
obtained and, if requested, a portion of each such sample equal in volume or weight to the portion retained. If an analysis is 
made of such samples, a copy of the results of such analysis shall be furnished promptly to the owner, operator, or agent in 
charge. 

Sec. 12. [136j] Unlawful Acts. 

(a) In General. 

(2) It shall be unlawful for any person --

(A) to detach, alter, deface, or destroy, in whole or in part, any labeling required under this Act 

(B) to refuse to --

(i) prepare, maintain, or submit any records required by or under section 5, 7, 8, 11, or 19; 

(ii) submit any reports required by or under section 5, 6, 7, 8, 11 or 19; 

(iii) allow any entry, inspection, copying of records, or sampling authorized by this Act. 
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Exhibit 7-2: Producer Establishment Inspection Checklist 
(May be used as an inspection tool.) 

FIRM INSPECTED: ____________________________________________________

EPA EST. NO:  _____________________________

AUTHORIZED REP. _____________________ ADDRESS: _______________________________________

CITY: ___________________  STATE: _____  ZIP: __________  TELEPHONE NUMBER: _____________

CREDENTIALS PRESENTED? _____________________________

NOTICE OF INSPECTION ISSUED? _____________________________

REASON FOR INSPECTION? _________________________________________________

VIOLATION SUSPECTED? ___________________________________________________

*	 Names, Titles, and Telephone Numbers of Principal 

Officers, Partners, Owners: __________________________________ 
*	 Related Firms and Addresses of Said Companies:  ___________________________________________ 

PESTICIDE LABEL, LABELING, AND PACKAGING INSPECTION 
PESTICIDES PACKAGED, LABELED AND RELEASED FOR SHIPMENT / Section 9(a) 

1.	 Brand Name(s):   _________________________________ 
2.	 EPA Registration Number(s):   _____________________________ 
3.	 Label and Labeling Review / 40 CFR Part 156:  _____________________________ 

Child-Resistant Packaging Requirements for Each Pesticide Product Packaged, 
Labeled and Released For Shipment / 40 CFR Part 157 

1.	 Criteria Requiring Child-Resistant Packaging: _____________________________ 
2.	 Unit Packaging: _____________________________ 

RECORDS RETENTION REQUIREMENTS FOR PESTICIDE PRODUCTION 
RECORDS OF PRODUCTION OF PESTICIDES / 40 CFR Part 169.2(a) 

1.	 Brand Name:  _____________________________ 
2.	 EPA Registration Number / Experimental-Use Permit Number: ________________________ 
3.	 Amounts Produced per Batch:  _____________________________ 
4.	 Batch Identification: _____________________________ 
5.	 Length of Retention of Records: _____________________________ 

RECORDS OF PRODUCTION OF DEVICES / 40 CFR Part 169.2(b) 
1.	 Brand Name:  __________________________________________________ 
2.	 Quantities of Device(s) Produced: _____________________________ 

RECORDS OF RECEIPT OF PESTICIDES AND ACTIVE INGREDIENTS / 40 CFR Part 169.2(c) 
1.	 Brand Name of Pesticide, or Common or Chemical Name


of Active Ingredient: _____________________________

2.	 Name and Address of Shipper:  _____________________________ 
3.	 Name of Delivering Carrier:  _____________________________ 
4.	 Date Received by Establishment:  _____________________________ 
5.	 Quantities Received: _____________________________ 
6.	 Retention of Records: _____________________________ 

RECORDS OF SHIPMENT OF PESTICIDES AND ACTIVE INGREDIENTS / 40 CFR Part 
169.2(d) 

1.	 Brand Name of Pesticide, or Common or Chemical Name

of Active Ingredient: ______________________________________


2.	 Name and Address of Consignee:  _____________________________ 
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3.	 Where the Pesticide Under a Section 5 Permit, Section 18 
Exemption, or Section 24(c) Registration is/was Produced:  _____________________________ 

4.	 Name of Originating Carrier:  _____________________________ 
5.	 Date Shipped or Delivered for Shipment:  _____________________________ 
6.	 Quantities Shipped or Delivered for Shipment: _____________________________ 
7.	 Retention of Records: _____________________________ 

OTHER RECORDS / 40 CFR Part 169.2 
1.	 Inventory Records: _____________________________ 
2.	 Copies of All Domestic Advertising of The Restricted Uses of


Any Pesticide Registered for Restricted Use:  _____________________________

Retention of Records: _____________________________


3.	 Copies of Guarantees Given Pursuant to Section 12(b)(1)

Retention of Records: _____________________________


4.	 Records on The Method of Disposal, Dates of Disposal, Location

of The Disposal Site(s), and The Types and Amounts of Pesticides

or Active Ingredients Disposed of by the Producer/Contractor

FIFRA/RCRA Records: _____________________________

Retention of Records: _____________________________


RECORDS RETENTION REQUIREMENTS OF CHILD RESISTANT PACKAGING / 40 CFR 
Part 157.36 

1.	 Description of the Packaging for Each Registration: _____________________________ 
2.	 Certification Statement for Each Registration: _____________________________ 
3.	 Test Data Verification of Child Resistance


for Each Registration: _____________________________

4.	 Records Verifying That The Packaging Meets


The Compatibility and Durability Standards: _____________________________


RECORDS REQUIREMENTS UNDER THE PESTICIDE EXPORT POLICY / 40 CFR Part 168, 
Subpart D 

1.	 Confidential Statement of Formula for Pesticides

Not Registered Under FIFRA: _____________________________


2.	 Specifications or Directions of

the Foreign Purchaser: _____________________________


3.	 Bilingual Labeling and Other Required Labeling: _____________________________ 
4.	 Foreign Purchaser Acknowledgement Statements: _____________________________ 
5.	 Establishment / Foreign Purchaser Contracts: _____________________________ 

RECORDS REPORTING REQUIREMENTS FOR REGISTRANTS/PESTICIDE 
PRODUCING ESTABLISHMENTS 

1.	 Application for Amended Registration / 40 CFR Part 152.44: _____________________________ 
2.	 Modifications to Registration Not Requiring 

Amended Applications / 40 CFR Part 152.46:  _____________________________ 
3.	 Currency of Address of Record and Authorized Agent


40 CFR Part 152.122: _____________________________

4.	 Submission of Information Pertaining to Adverse Effects 

Section 6(a)(2), 40 CFR Part 152.125, and Part 153, Subpart D: ____________________________ 
5.	 Supplemental Distribution / 40 CFR Part 152.132: _____________________________ 
6.	 Transfer of Registration(s) / 40 CFR Part 152.135:  _____________________________ 
7.	 Initial Production Reports / Section 7(c)


and 40 CFR Part 167:  _____________________________

8.	 Annual Production Reports / Section 7(c):  _____________________________ 
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and 40 CFR Part 167: _____________________________ 
9.	 Notification of Stored Pesticides With Canceled or


Suspended Registrations / Section 6(g): _____________________________


POLICY ON BULK PESTICIDE REPACKAGING 
1.	 Bulk Repackaging / Contract Bulk Repackaging Agreements: _____________________________ 
2.	 Complete End-Use Labeling / Bulk Containers: _____________________________ 
3.	 Complete End-Use Labeling / Mini-Bulk Containers: _____________________________ 

ADDITIONAL INFORMATION 
1.	 Private Labeling by a Contractor:  _____________________________ 
2.	 Private Labeling Under Contract for


Another Registrant/Distributor: _____________________________

*Contract Manufacturing Agreements: _____________________________
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Exhibit 7-3: Marketplace Inspection Checklist 
(May be used as an inspection tool.) 

FIRM INSPECTED: _______________________________________________________________

AUTHORIZED REP.: _____________________________

ADDRESS: _______________________________________________________________________

CITY: _____________________________ STATE: ______  ZIP: _____________

TELEPHONE NUMBER: _____________________________

CREDENTIALS PRESENTED: _____________________________

NOTICE OF INSPECTION ISSUED: _____________________________

REASON FOR INSPECTION: _________________________________________________________

VIOLATION SUSPECTED:  .___________________________________________________________

*	 Names, Titles, and Telephone Numbers of Principal 

Officers, Partners, Owners: _____________________________ 
*	 Related Firms and Addresses of Said Companies:  _____________________________ 

PESTICIDE LABEL, LABELING, AND PACKAGING INSPECTION 
PESTICIDES PACKAGED, LABELED AND RELEASED FOR SHIPMENT / Section 9(a) 

1.	 Brand Name(s): _______________________________________ 
2.	 EPA Registration Number(s): _____________________________ 
3.	 Label and Labeling Review / 40 CFR Part 156: _____________________________ 

Child-Resistant Packaging Requirements for Each Pesticide Product Packaged, 
Labeled and Distributed-Sold / 40 CFR Part 157 

1.	 Criteria Requiring Child-Resistant Packaging: _____________________________ 
2.	 Unit Packaging: _____________________________ 

RECORDS RETENTION REQUIREMENTS FOR PESTICIDE PRODUCTION 
RECORDS OF RECEIPT OF PESTICIDES AND ACTIVE INGREDIENTS / 40 CFR Part 
169.3 

1.	 Brand Name of Pesticide, or Common or Chemical Name

of Active Ingredient: _____________________________


2.	 Name and Address of Shipper/Consignor:_____________________________ 
3.	 Name of Delivering Carrier: _____________________________ 
4.	 Date Shipped to the Establishment: _____________________________ 
5.	 Date Received by Establishment: _____________________________ 
6.	 Quantities Received: _____________________________ 

RECORDS OF SHIPMENT OF PESTICIDES AND ACTIVE INGREDIENTS / 40 CFR 
Part 169.3 

1.	 Brand Name of Pesticide, or Common or Chemical Name

of Active Ingredient: _____________________________


2.	 Name and Address of Consignee: _____________________________ 
3.	 Where the Pesticide Under a Section 5 Permit, Section 18 

Exemption, or Section 24(c) Registration is/was Produced: _____________________________ 
4. 	 Name of Originating Carrier: _____________________________ 
5. 	 Date Shipped or Delivered for Shipment: _____________________________ 
6. 	 Quantities Shipped or Delivered for Shipment: _____________________________ 
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RECORDS OF THE SALE OF RESTRICTED USE PESTICIDES / 40 CFR Part 171.11(g) 
1.	 The Name and Address of the person to whom the RUP was


sold to: _____________________________

2.	 The certification number of the person: _____________________________ 
3.	 The State (or other governmental unit) that issued the certification: ________________________ 
4.	 The expiration date of the certification: _____________________________ 
5.	 The categories in which the applicator is certified: _____________________________ 
6.	 The Brand Name, EPA Registration Number of the RUP: _____________________________ 

7.	 The quantity of the RUP made available: _____________________________ 
8.	 The date of the transaction:_____________________________ 
9.	 The period of Record Retention: _____________________________ 

OTHER RECORDS 
1.	 Copies of All Domestic Advertising of Pesticide


[40 CFR Part 168.22]: _____________________________

2.	 Copies of Guarantees Given Pursuant to Section 12(b)(1): ___________________________ 

RECORDS REQUIREMENTS UNDER THE PESTICIDE EXPORT POLICY / 40 CFR 
168, Subpart D 

1.	 Confidential Statement of Formula for Pesticides

Not Registered Under FIFRA: _____________________________


2.	 Specifications or Directions of

Foreign Purchaser: _____________________________


3.	 Bilingual Labeling and Other Required Labeling: _____________________________ 
4.	 Foreign Purchaser Acknowledgment Statements: _____________________________ 
5.	 Establishment / Foreign Purchaser Contracts: _____________________________ 

ADDITIONAL INFORMATION 
1.	 Supplemental Registration with A Registrant: _____________________________ 
2.	 Private Labeling Under Contract by a Contractor: _____________________________ 

*Contract Manufacturing Agreements: _____________________________ 
3.	 Notification of Stored Pesticides With Canceled or


Suspended Registrations / Section 6(g): _____________________________
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Exhibit 7-4: Receipt for Samples (EPA Form 3540-3) 
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Sec. 9. [136g] Inspection of Establishments, Etc 

(a) In General. 

(1) For purposes of enforcing the provisions of this Act, officers or employees of the Environmental Protection Agency or of any State 
duly designated by the Administrator are authorized to enter at reasonable times: 

(A) any establishment or other place where pesticides or devices are held for distribution or sale for the purpose of 
inspecting and obtaining samples of any pesticides or devices, packaged, labeled, and released for shipment, and samples 
of any containers or labeling for such pesticides or devices. 

(B) any place where there is being held any pesticide the registration of which has been suspended or canceled for the 
purpose of determining compliance with section 19. 

(2) Before undertaking such inspection, the officers or employees must present to the owner, operator, or agent in charge of the 
establishment or other place where pesticides or devices are held for distribution or sale, appropriate credentials and a written 
statement as to the reason for the inspection, including a statement as to whether a violation of the law is suspected. If no violation is 
suspected, an alternate and sufficient reason shall be given in writing. Each such inspection shall be commenced and completed with 
reasonable promptness. If the officer or employee obtains any samples, prior to leaving the  premises, the officer or employee shall 
give to the owner, operator, or agent in charge a receipt describing the samples obtained and, if requested, a portion of each such 
sample equal in volume or weight to the portion retained. If an analysis is made of such samples, a copy of the results of such analysis 
shall be furnished promptly to the owner, operator, or agent in charge. 
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Exhibit 7-5: Report on Establishment Inspection to 
Determine Compliance with FIFRA 

Report on Establishment Inspection 
to Determine Compliance 

with FIFRA Section 

Establishment Name 
Street Address 

[Mailing Address] 
City, State Zip Code 

Date of Inspection 
Month Day, Year 

Performed by: 
U.S. Environmental Protection Agency 

Branch 
Address 

City, State Zip Code 
FIFRA Establishment Inspection Report 

[Inspection No. 01FIFRA ___] 
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I.	 COMPANY INFORMATION 

a.	 Company Name: 

b.	 Establishment Registration Number: 

c.	 Responsible Official: 

d.	 Type of Ownership: 

II.	 DATE OF INSPECTION 

III.	 PARTICIPANTS 

Company 

U.S. EPA 

IV.	 OBJECTIVES 

To inspect/investigate ... the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA). 

V.	 COMPANY BACKGROUND 

VI.	 INSPECTION SUMMARY 

A.	 Opening Conference 

B.	 Inspection Observations and Sample Collection 

C.	 Closing Conference 
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VII. ATTACHMENTS 

1. Establishment Inspection Report Form 
2. FIFRA Notice of Inspection 
3. FIFRA Receipt for Samples 
4. EPA Chain of Custody 
5. Statements 
6. Labeling 
7. Sample Collection Report 
8. Sample Reports of Analysis 
9. Photographs 

(Inspector’s Name), (Title) Date 
Pesticides and Toxics Enforcement Section 
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ENFORCEMENT SENSITIVE 

FIFRA Establishment Inspection 
Compliance/Non-Compliance Based on Findings and Observations 

Company:	 Name 
Street Address 
[Mailing Address] 
City, State Zip Code 

Inspector:	 (Inspector Name), (Title) 

Date of Inspection: Month Day, Year 

Inspection/Investigation Findings and Observations: 

Based on the information received during ... 

(Inspector’s Name), (Title) Date 

Pesticides and Toxics Enforcement Section 
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Exhibit 7-6: Application for Registration of Pesticide-Producing Establishments 
(EPA Form 3540-8) 

United States                                                                                FORM APPROVED 

Environmental Protection Agency                                                           OMB NO. 2070-0078
 Washington, DC 20460 

Application for Registration of Pesticide-Producing and Device-Producing 
Establishments 

1.  Company Name 11.  EPA Company
       Number 

2. Company Name (if different from 1) 12. Company D & B No. 

Company Headquarters Location 13. Enter 
Appropriate 
Ownership code

        1 - Individual
        2 - Partnership
        3 - Cooperative Association
        4 - Corporation
        5 - Other      

3.  Street Address 

4.  City 5. State 
or County 

6. Zip 
Code 

Company Headquarters Mailing Address 14. State or Country 

7.  Street or PO Box 
 Address 

15. Date of Incorporation 
(Month, Day, Year) 

8. City 9. State 
or Country 

10. Zip 
Code 

NAME, SITE LOCATION, and MAILING ADDRESS of EACH NEW PRODUCING ESTABLISHMENT 

16. Establishment Name  EPA Est. No. 
 (EPA use only) 

17. Establishment Site Address 18. City 19. State or Country 20. Zip 

21. Establishment Mailing Address 22. City 23. State or Country 24. Zip 

25. NAICS Code.     26.  D & B No. 

16. Establishment Name  EPA Est. No. 
 (EPA use only) 

17. Establishment Site Address 18. City 19. State or Country 20. Zip 

21. Establishment Mailing Address 22. City 23. State or Country 24. Zip 

25. NAICS Code.     26.  D & B No. 

16. Establishment Name  EPA Est. No. 
 (EPA use only) 

17. Establishment Site Address 18. City 19. State or Country 20. Zip 

21. Establishment Mailing Address 22. City 23. State or Country 24. Zip 

25. NAICS Code.     26.  D & B No. 

EPA

 USE 

27. NAME of Company 28. Telephone EPA Received date 

29. E-mail Address 30. FAX Number USE Signature 

31. TITLE of Company Officer 32. Date Signed Region 

33. SIGNATURE of Company Officer Review Date

 EPA Form 3540-8 (Rev. 04-01) Previous editions are obsolete. THIS IS PAGE _________ OF ________ 
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Exhibit 7-7: Instructions for Completing EPA Form 3540-8

 United States Environmental Protection Agency

 Instructions for Completing EPA Form 3540-8 (revised 04/2001) 

APPLICATION: ESTABLISHMENT REGISTRATION 


FOR PESTICIDE AND DEVICE PRODUCERS


Requirement: Section 7 of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) provides that 
no person shall produce any pesticide or any device in any state/territory unless the establishment in which 
it is produced is registered with the US Environmental Protection Agency (EPA).  

˜ Please read all instructions before you begin to fill out EPA Form 3540-8. 
IF YOU HAVE QUESTIONS REGARDING SECTION 7 REQUIREMENTS: 

“Produce” is defined by FIFRA and at 40 CFR 167.3. You “produce” a pesticide, active 
ingredient, or device if you do any of the following activities: 

º manufacture º propagate 
º prepare º process 
º compound º package 

º repackage º otherwise 
º label change the 
º relabel container 

Note: Establishments that do only custom blending do not need to be registered.  Establishments 
which report production of other products do not need to report their custom blending activities. 
Custom blending is defined at 40 CFR 167. 

˜ Domestic establishments: Contact your Regional Office.  (See page 4.) 
˜ Foreign establishments: Contact the Washington, DC Office. (See page 4.) 

Name/Address Changes: Domestic establishments must provide name and address changes to the US 
EPA Regional Office (see page 4) where the company headquarters is located.  Foreign establishments 
must provide name and address changes to the US EPA Washington, DC Office (see page 4).  Information 
must be supplied in writing within 30 days of the change. 

Complying with the Registration Requirement: To comply with this requirement, a responsible officer 
of the company must complete EPA Form 3540-8 and submit it to the US EPA office with jurisdiction over 
the state/territory in which the company headquarters is located (see page 4).  Foreign companies must 
submit the Form to the US EPA Washington, DC office (see page 4).  Production activity cannot 
commence before a number has been assigned. You will be notified in writing after the establishment 
number(s) is assigned. 

Public Reporting Burden: For this information, time required is estimated to average 18 minutes per 
response, including time for reviewing instructions, searching existing data sources, gathering and 
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maintaining the data needed, and completing the reviewing and collection of information.  Send comments 
regarding this burden estimate or any other aspect of this information collection, including suggestions for 
reducing this burden, to Director, OEI/OIC Collection Strategies Division (2823), US Environmental 
Protection Agency, 1200 Pennsylvania Avenue, NW, Washington, DC 20460-0001, and to the Paperwork 
Reduction Project, Office of Information and Regulatory Management Affairs, Office of Management and 
Budget, 725 17th Street, NW, Washington, DC 20503 (Attention: Desk Officer for US EPA). 

ITEMS TO BE COMPLETED ON EPA FORM 3540-8 
Please print or type. 

1. 	Company Name.  Enter the complete name of the company submitting the application. 

2.	 Company Name (if different from item 1).  Enter Agent Name, if applicable. 

3-6.	 Company Headquarters Location.  Enter the physical street or route location (DO NOT 
use a P.O. Box) of the home office or headquarters of the applicant company. 

7-10.	 Company Headquarters Mailing Address.  Complete if different from items 3-6. Foreign 
Companies must use an agent residing in the United States to act for them.  Enter the US mailing 
address of the agent in items 7-10. 

NOTE: Correspondence to companies with registered establishments is sent to the company 
mailing address, e.g., the required annual production reports (EPA Form 3540-16) are mailed to this 
address and not the individual establishment mailing address. 

11.	 EPA Company Number.  Enter the EPA Company number.  Leave blank if one has not yet been 
assigned. 

12.	 Company D & B No.  Enter the Dun and Bradstreet number of the company, if available. 

13. 	 Appropriate Ownership Code.  Enter the code (1-5) which describes the type of ownership under 
which the company operates. 

If the ownership code in Item 13 is number 4 (Corporation), complete Items 14 and 15. 

14. 	 State or Country of Incorporation.  Enter the two-letter State code or three-letter country code. 
Country codes are on page 5. 

15.	 Date of Incorporation.  Enter the month, day, and year of incorporation, registration, or license to 
do business. 

Items 16-26:  Each EPA Form 3540-8 has space for information for three new producing establishments. 
Items 16 through 26 are repeated.  Fill in the second and third sets of these items only if applying for more 
than one establishment location. 

If more space is needed (more than three establishments), check  “continued on attached sheet” and 
reproduce the form.  Number the original and attached sheets as “Page ___ of ____”.  Sign each page. 

16. 	 Establishment Name.  Enter the name of the establishment that will produce pesticide products 
and/or devices. The establishment MUST BE a wholly-owned subsidiary of the parent company. 
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EPA Est. No. (Establishment Number).  Leave this item blank.  The US EPA will assign a 
number.  Please refer to the Questions and Answers on Page 6 for information about Establishment 
Numbers. 

17-20. Establishment Site Address. Enter the physical street or route location, city, State, and zip code. 
DO NOT use a P.O. Box. For foreign countries, use abbreviations shown on page 5 for item 19. 

21-24. Establishment Mailing Address.  Enter if different from boxes 17-20. 

25. NAICS Codes. Leave this item blank. The Agency is not currently collecting this information 
for Pesticide-Producing and Device-Producing Establishments. 

26. 	 Establishment D&B Number.  Enter only if different from the Company D&B No. (box 12). 

27. 	 Name of Company Officer.  The company officer is a person who can obligate the company to the 
requirements of Section 7.  Please print or type the name. 

28.	 Telephone Number. This item must be completed for the Application to be processed. 

29.	 E-mail Address (Optional) 

30.	 FAX Number of Company Headquarters (Optional) 

31.	 Title of Company Officer. This item must be completed in order for the Application to be 
processed. 

32. 	 Date Signed. This item must be completed in order for the Application to be processed. 

33.	 Signature of Company Officer. Unsigned Applications will not be processed. 
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    Upon receipt of EPA Form 3540-8, each Pesticide-Producing and Device-Producing
 Establishment will be assigned a unique number.  The US EPA will notify the company 

of the assigned establishment  number. This number must be on labels of products 
(pesticides and devices) produced at that facility. 
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SEND APPLICATIONS FOR DOMESTIC ESTABLISHMENTS TO:

the US EPA Regional Office having Jurisdiction over the State/Territory


 in which the Company Headquarters is Located.


US Environmental Protection Agency Regional Offices and State/Territory Abbreviations


States/Terr. States/Terr. 
US EPA Regional Offices Covered US EPA Regional Offices Covered 

US EPA Region I CT, MA US EPA Region VI AR, LA 
Lee Weller ME, NH James Redd NM, OK 
Pesticides Section (SEA) RI, VT Pesticides Section (6PD-P) TX 
J.F. Kennedy Fed. Bldg. 1445 Ross Avenue 
Boston, MA 02203-2211 Dallas, TX 75088-2733 
Telephone 617-565-9055 Telephone 214-665-7560 

US EPA Region II NJ, NY US EPA Region VII IA, KS 
David Salkie PR, VI Lou Banks MO, NB 
Pesticides Team (MS-500) 
Building 5 

Pesticides Branch (WWPD / PEST) 
901 N. 5th Street 

2890 Woodbridge Avenue Kansas City, KS 66101-2798 
Edison, NJ 08837-3679 Telephone 913-551-7125 
Telephone 732-321-6750 

US EPA Region III DE, DC US EPA Region VIII CO, MT 
Kyla Townsend-McIntyre MD, PA Cornelia Maes ND, SD 
Pesticides Programs (3WC32) VA, WV Enforcement Division (ENF-PT) UT, WY 
1650 Arch Street 999 18th Street, Suite 300 
Philadelphia, PA 19103-2029 Denver, CO 80202-2466 
Telephone 215-814-2045 Telephone 303-312-6049 

US EPA Region IV AL, FL US EPA Region IX AZ, CA, 
Jacquelyn Wilkerson GA, KY Glenda Dugan HI, NV 
AFC Pesticides Section (APTMD) MS, NC Pesticides Section (CMD-4-3) 
61 Forsyth Street, SW SC, TN 75 Hawthorne Street AS, GU 
Atlanta, GA 30303-3104 San Francisco, CA 94105-3901 
Telephone 404-562-9011 Telephone 415-744-1066 

US EPA Region V IL, IN US EPA Region X AK, ID 
Gail Muffitt MI, MN Eva Chun OR, WA 
PTES (DT-8J) OH, WI Pesticides Unit (ECO-084) 
77 W. Jackson Blvd. 1200 Sixth Avenue 
Chicago, IL 60604-3507 Seattle, WA  98101-1128 
Telephone 312-886-6008 Telephone  206-553-1970 
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SEND APPLICATIONS  FOR FOREIGN ESTABLISHMENTS TO:


US Postal Service Mail Address

Carol L. Buckingham

US Environmental Protection Agency

Agriculture Division (2225A)

1200 Pennsylvania Ave., NW

Washington, DC 20460-0001 USA 

Telephone:  202-260-5008


Courier Delivery Address 
Carol L. Buckingham (Room 6102) 
US Environmental Protection Agency 
Agriculture Division 
1200 Pennsylvania Ave., NW 
Washington, DC 20004 USA 
E-mail: buckingham.carol@epa.gov 

FOREIGN COUNTRY ABBREVIATIONS

 COUNTRY CODE COUNTRY CODE 
ARGENTINA ARG 

AUSTRALIA AUS 

AUSTRIA AUT 

BARBADOS BRB 

BELGIUM BEL 

BRAZIL BRA 

BULGARIA BGR 

CANADA CAN 

CZECH REPUBLIC CHK 

CHILE CHL 

CHINA CHN 

COLOMBIA COL 

COSTA RICA CRI 

DENMARK DNK 

DOMINICAN DOM 
REPUBLIC 

ECUADOR ECU 

EL SALVADOR ELS 

FINLAND FIN 

FRANCE FRA 

GERMANY DEU 

GUATEMALA GTM 

HAITI HTI 

HONG KONG HKG 

HUNGARY HUN 

INDIA IND 

INDONESIA IDN 

IRELAND IRL 

ISRAEL ISR 

ITALY ITA 

JAMAICA JAM 

JAPAN JPN 

JORDAN JOR 

KENYA KEN 

LIECHTENSTEIN LIE 

MALAYSIA MYS 

MEXICO MEX 

MONACO MCO 

NETHERLANDS NLD 

NETHERLANDS ANT 
ANTILLES 

NEW ZEALAND NZL 
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NICARAGUA NIC 

NORWAY NOR 

PAKISTAN  PAK 

PANAMA PAN 

PAPUA NEW GUINEA PNG 

PERU PER 

PHILIPPINES PHL 

POLAND POL 

PORTUGAL PRT 

REPUBLIC OF KOR 
KOREA 

ROMANIA ROM 

RUSSIA RUS 

RWANDA RWA 

SCOTLAND SCT 

SINGAPORE SGP 

SLOVENIA SLO 

SOUTH AFRICA ZAF 

SOUTH VIETNAM SVN 

SPAIN ESP 

SWEDEN SWE 

SWITZERLAND CHE 

TAIWAN TWN 

TANZANIA TZA 

THAILAND THA 

TRINIDAD AND TTO 
TOBAGO 

TURKEY TUR 

UGANDA UGA 

UKRAINE URK 

UNITED ARAB UAE 
EMIRATES 

UNITED KINGDOM GBR 

URUGUAY URY 

YUGOSLAVIA YUG 

VENEZUELA VEN 
Please contact US EPA Headquarters, 
202-564-5008, if you do not 
see the appropriate country code here 
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Exhibit 7-8: Pesticides Report for Pesticide-Producing Establishments 
(EPA Form 3540-16) 

United States    FORM APPROVED 

Environmental Protection Agency                                                       OMB NO. 2070-0078
                                                        Washington, DC 20460 

Pesticide Report for Pesticide-Producing and Device-Producing Establishments 
Section 7, Federal Insecticide, Fungicide, and Rodenticide Act, (7 U.S.C. 136e) 

Note: Read all instructions before completing.  Production and distribution/sales volumes information reported on this form is treated as 
business confidential. 

1. Mailing Address 8. EPA Est. No. 

9. Establishment Name 

2.  City 
3. State or Country 4. Zip Code 10. Site Address 

5. Name of Establishment Officer 

6. Title 7. Date (Mo., Day, Year) 11. City 

12.State or Country 13. Zip 

14. Telephone Number 16. 

15. Signature of Establishment Officer 

PESTICIDE PRODUCTION INFORMATION 

17. Product Code (If “4" attach chemical formulation per 
instructions) 

18. EPA Product Registration Number 

19. Product Name 20. Product 

21. Product Type 22. Market Sold To 23. Use Classification 24. Unit of measure: 

25. Amount Produced/Repackaged/Relabeled Last Year [2000] 
26.  Amount Sold/Distributed Last Year - US [2000] 
27.  Amount Sold/Distributed Last Year - Foreign [2000] 
28. Amount To Be Produced/Repackaged/Relabeled This Year  [2001] 
17. Product Code (If “4" attach chemical formulation per 
instructions) 

18. EPA Product Registration Number 

19. Product Name 20. Product 

21. Product Type       22. Market Sold To 23. Use Classification 24. Unit of measure: 

25. Amount Produced/Repackaged/Relabeled Last Year [2000] 
26.  Amount Sold/Distributed Last Year - US [2000] 
27.  Amount Sold/Distributed Last Year - Foreign [2000] 
28. Amount To Be Produced/Repackaged/Relabeled This Year [2001] 
17. Product Code (If “4" attach chemical formulation per 
instructions) 

18. EPA Product Registration Number 

19. Product Name 20. Product 

21. Product Type       22. Market Sold To 23. Use Classification 24. Unit of measure: 
P=Pound  G=Gallons 

25. Amount Produced/Repackaged/Relabeled Last Year [2000] 

26.  Amount Sold/Distributed Last Year - US [2000] 

27.  Amount Sold/Distributed Last Year - Foreign [2000] 

28. Amount To Be Produced/Repackaged/Relabeled This Year  [2001]
                                                                        CONTINUED ON ATTACHED SHEET ( )          THIS  IS  PAGE ____  OF _____

 EPA Reviewer EPA Office Postmark Date or Date Reviewed 29. Reporting

          EPA Form 3540-16 (Rev. 09-00) Previous editions are obsolete. 

Chapter Seven  • Pesticide Producing Establishment and Marketplace Inspections  • 7-44 



FIFRA Inspection Manual, July 2002 

Exhibit 7-9: Instructions for Completing EPA Form 3540-16
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Exhibit 7-10: Conducting the Labeling Review 

Producer Establishment Inspections 

When a producer establishment inspection is being conducted, a word-for-word comparison with the 
registered label, when available, should be made of all labels being reviewed.  The inspector should 
ascertain compliance with all stipulations of the letter of acceptance. 

The inspector may label comparisons to “bin” labels at the discretion of his/her supervisor.  Official 
samples may only be collected from the products that are packaged, labeled, and released for shipment. 
However, a “bin” labeling review can provide a valuable background for follow-up sampling at 
consignees and obtaining voluntary corrective action at the producer level. 

Marketplace Inspections 

When conducting labeling reviews, the inspector should be aware of labeling requirements and be alert 
for products that may be violative.  The following paragraphs list some of the things an inspector 
should be aware of: 

Product Name, Brand, or Trademark 

Name of Manufacturer, Registrant, or Person for Whom Manufactured.  If the product is not 
produced by the registrant, the name must be qualified by “packed for...,” “distributed by...,” 
“sold by...,” or a similar statement. 

EPA Registration Number.  The EPA Registration Number may be listed as “EPA Registration 
No. XXXX-XX,” “EPA Reg. No. XXXX-XX,” or “EPA Reg. No. XXX-XX-YYYY.” (The 
“YYYY” is the supplemental registrant’s company number.) 

EPA Establishment Number.  The EPA Establishment Number may appear in any location on 
the label or immediate container; however, it must appear on the outside container or wrapper of 
the package if the EPA Establishment Number on the immediate container cannot be clearly 
read through the outside wrapper or container. It must be listed as “EPA Est. XXXX-(State 
abbreviation)-XX,” or “EPA EST NO. XXXX (State abbreviation)-XX.” 

Net Content Statement.  The net contents must be given in units commonly used in the United 
States (i.e., pounds, ounces, pints, quarts, gallons). Metric Units may also be listed.  Liquid 
units must be used if the product is liquid and weight units must be used if the product is solid, 
semisolid, or viscous.  Contents must be expressed in terms of the largest unit present. 

Ingredient Statement.  The ingredient statement usually appears on the front panel.  The names 
used for each ingredient shall be the accepted common name, if there is one, followed by the 
chemical name.  

The common name may be used alone if it is well known. 

NOTE: The ingredient statements for products containing arsenic must have a substatement 
giving the percentage of total and water-soluble arsenic, each calculated as elemental arsenic.  

Warning or Citation Statements.  The signal words, “Danger,” “Warning,” or “Caution” and the 
statement “KEEP OUT OF THE REACH OF CHILDREN” must appear on the front panel of 
the label. Any substances in quantities highly toxic to humans must bear all of the following on 
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the label: (1) a skull and crossbones, (2) the word “POISON” in red on a contrasting 
background, and (3) a statement of practical treatment.  In addition, the label must contain 
precautionary statements necessary to prevent injury to humans and the environment. 

Directions for Use.  Directions for using the product must include the following: (1) the site of 
application, (2) the rate of application, (3) instructions for frequency and timing applications, 
(4) restrictions and warnings, (5) any other pertinent information necessary for the protection of 
the public, and (6) target pest. 

Legibility of Labeling.  Product labeling must be clearly legible and easy to read by a person 
with normal vision.  All required label or labeling text shall appear in the English language. 
However, the Agency may require or the applicant may propose additional text in other 
languages as is considered necessary to protect the public. When additional text is necessary, 
all labeling requirements will be applied equally to both the English and other language versions 
of the labeling. 

Disclaimer Statements.  Labeling disclaimers that negate or distract from required labeling 
information are not acceptable.  The following are examples of unacceptable and acceptable 
disclaimers: 

•	 Unacceptable. “The information furnished hereon is provided gratuitously by the 
manufacturer, who assumes no responsibility whatsoever for the effectiveness or safety 
of this product, regardless of whether or not it is used as directed.” 

•	 Acceptable. “Seller makes no warranty, expressed or implied, concerning the use of 
this product other than indicated on the label. Buyer assumes all risk of use and/or 
handling of this material, when such use and/or handling is contrary to label 
instructions.” 

Statement of Use Classification.  All RUP products must have the RUP statement on the top of 
the center of the label. 

If a review of “bin” labels, for which there is no product packaged, labeled, and released for shipment, 
reveals a discrepancy, it should be brought to the attention of the management.  Names and addresses of 
the consignees of the misbranded product should be obtained to follow up the investigation and collect 
samples of the product. 

Marketplace Inspections 

Samples should be collected of all products found with the violative labels or labeling.  The inspector 
should exercise care in obtaining the proper shipping records that cover all of the products in stock. 

If the inspector is unsure of any label or labeling or if a serious violation has been discovered, he/she 
should call his/her supervisor while still in the vicinity of the establishment.  The supervisor may have 
been access to information on the product that would help to decide whether to have the product 
sampled or even stop sale the product. 

Accompanying Labeling 

Copies of accompanying labeling initiated and dated by a responsible company representative should 
be collected and documented. 

When violative labeling is collected, it should be documented with a statement signed by a responsible 
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individual of the firm, which clearly states that relationship of the labeling to the goods including the 
following: 

•	 Description of Labeling.  Describe briefly each piece of literature by name and also the 
manner in which the literature was received.  State the quantity of such labeling on hand. 

•	 Location of Labeling.  Report the location of each piece of literature and how much each 
is on hand 

•	 Methods of Distribution.  Determine how the labeling is distributed (i.e., accompanied 
product, shipped under separate cover). 

•	 Source of Labeling.  Was the labeling sent to the dealer by the shipper of the product or 
was it prepared by the dealer himself?  If received from the shipper of the product, 
document the shipment of the labeling.  If prepared by the dealer, determine whether the 
producer provided the test. 

•	 Instructions to Dealer.  The manufacturer or shipper sometimes provides sales promotion 
instructions to the dealer. Obtain copies of such instructions, if available, as well as any 
verbal instructions on how to use them. 
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